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Attachment(s) 

1 ) S Notice of References Cited (PTO-892) 4) □ Inten/iew Summary (PTO-41 3) 

2) n Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/l\/lail Date. . 

3) □ Infomiation Disclosure Statement{s) (PTO/SB/08) 5) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 



U.S. Patent and Trademartt Office 
PTOL-326 (Rev. 08-06) 



Office Action Summary 



Part of Paper No./Mail Date 20070308 



Application/Control Number: 10/623,019 Page 2 

Art Unit: 1743 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
. claiming the subject matter which the applicant regards as his invention. 

Claims 1-15 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The preamble of claim 1 " A method for assessing the effectiveness of drug 
therapy..." may not be achievable by the claimed "producing a signal indicative o f the 
concentration of the concentration of an organ marker ". The instant method does not 
actually measure an organ marker and cannot definitively detemriine effectiveness of a 
drug therapy. Additionally, the effectiveness of a dmg therapy is much more complex 
system that includes individual tolerances for the drugs, other disease states that may 
be working against the drug therapy, etc. Clarification could be achieved by changing 
the preamble to read - A method for assessing conditions indicative of the effectiveness 
of a drug therapy ...steps of:-; 

Claim 1 is not clear how the claimed "signal indicative of the concentration of the 
concentration of an organ marker.... a drug ... a metabolite ... " are calculated. Is there 
a step of comparing the test strip to a standard ? Also, it is not clear how these 
concentrations are displayed. Is the "display" based upon a color of the test strip ? 
How what steps are performed to fulfill the requirements of the preamble ? Are there 
comparisons of the concentrations of the plural strips that indicate an effective drug 
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therapy ? Finally, claim 1 requires "first", "second" and "third" body fluid samples. It is 
not clear if these samples are taken from the patient at the same time ? 

Applicants' use different combinations from claim 1 of a-b, a-c or b-c to achieve 
the same results of "providing for the assessment of the subject's organ function..." . It 
Is not clear how using these different combinations of the claimed two of the three 
markers will give identical results/conclusions of "the subject's organ function...". 
Additionally, claims 2-4 fail to further limit the subject matter of claim 1 because deletion 
one of the three step broadens the scope of the claims. Claims 2-4 should be deleted. 

Claim Rejections - 35 USC § 102 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

(b) the invention was patented or described In a printed publication In this or a foreign country or in public 
use or on sale In this country, more than one year prior to the date of application for patent In the United 
States. 

Claim 3 is rejected under 35 U.S.C. 102(e) as being clearly anticipated by Cefali. 

See the appropriate paragraph of the 10/26/05 Office action. 

In light of the above 35 USC 1 12 issues, the claims are best understood as a 
method of determining any combination of drugs; metabolites and/or organ markers. 
Additionally, claim 3 is improper because it fails to further limit the scope of claim 1. 
However, in the even Applicants' write an independent claim having the scope of claim 
3, such a claim would be rejected because Cefali teach determination of the claimed 
drugs; metabolites and/or organ markers as "clofibrate or ibuprofen"; "glucose" and/or 
"AST or ALT" respectively. 
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Claims 1-10 and 13-14 are rejected under 35 U.S.C. 102(b) as being clearly 
anticipated by Tiffany et al. (USP 5,508,200). 

In light of the above 35 USC 1 12 issues, the claims are best understood as a 
method of determining any combination of drugs; metabolites and/or organ mariners. 

Tiffany et al. teach an automated device using individual test strips/device to 
determine the claimed combinations of analytes. Specifically, column 13 lines 25-34 
teach the claimed "phenyltoin"; "glucose or creatinine" and/or "AST or ALT or GGT". 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 11,12 and 15 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Tiffany et al. 

Tiffany et al. are silent to the detection of the drugs troglitazone or metfomnin and 
the metabolite fructosamine. 

The court decided In re Boesch (205 USPQ 215) that optimization of a result 
effective variable is ordinarily within the skill of the art. A result effective variable Is one 
that has well known and predictable results. The choice of a drug to monitor and the 
corresponding metabolite are results effective variables. 

It would have been within the skill of the art to modify Cefali or Tiffany et al. and 
use the drugs troglitazone or metformin and the metabolite fructosamine as optimization 
of a result effective variable. 

Response to Arguments 
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Applicant's arguments filed 1 1/14/06 have been fully considered but they are not 
persuasive. 

Applicants' state the claims are definite because they recite various steps to 
determine the concentrations of various markers, drugs and metabolites. The Office 
maintains the above 35 USC 112 second paragraph rejections that the claims are not 
definite enough so that one having ordinary skill in the art would-be able to make and or 
use the instant invention. 

Applicants' state the cited prior art does not teach or suggest the claimed 
methods of determining drug effectiveness. In light of the above 35 USC 112 second 
paragraph issues, the claims are best understood as correlating the measured analyte 
level to a lipid profile or liver enzyme level. The Office maintains Cefali teaches 
determining the lipid level of the blood which is indistinguishable from that claimed. 

Applicants state Cefali fails to measure the concentration of the administered 
drug. The Office agrees Cefali does not measure the concentration of the administered 
drug in the "second body fluid sample". However, claim 3 does not require the 
measurement of the drug and has been properly applied. 

Applicants state the instant invention is directed to 3 separate test strips whereas 
Tiffany describes all of the tests being performed on a single substrate. The instant 
claims are directed to a method of applying sample to three different test strips/areas. 
The Office maintains Tiffany is perfomiing and indistinguishable method of applying 
different samples to different test areas. Also, the instant claim language does not 
definitively describe the structure of the test stripis sufficient to overcome the different 
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test areas/regions taught by Tiffany. Even if the structures of the test strips were 
claimed to overcome the taught test areas on a single substrate, it is not clear how 
convincing a structural argument would be with respect to the pending method claims. 
The Office maintains Tiffany is perfonning and indistinguishable method of applying 
different samples to different test areas/regions. 

Applicants' traverse the 35 (JSC 103 rejections over Tiffany stating this reference 
fails to teach the claimed drugs and it would not have been within the skill of the art as 
optimization of a result effective variable to substitute detection of these drugs. The 
Office maintains the drugs in question are all well known and would be a result effective 
variable. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lyie A. Alexander whose telephone number is 571-272- 
1254. The examiner can normally be reached on Monday, Wednesday and Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill Warden can be reached on 571-272-1267. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more Infomiation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

LyIe A Alexander 
Primary Examiner 
Art Unit 1743 




